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10/678,828 


Applicant(s) 

LEONARD, THOMAS W. 


Examiner 

Raymond J. Henley III 


Art Unit 

1614 





Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 

after SIX (6) MONTHS from the mailing date of this communication. . 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of th»s communication. 
. Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )E3 Responsive to communication(s) filed on 10 May 2007 . 
2a)D This action is FINAL. 2b)M This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 C:D. 11, 453 O.G: 213. 

Disposition of Claims 

4) |3 Claim(s) 1-15 and 51 is/are pending in the application. 

4a) Of the above claim(s) 8 and 9 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) H Claim(s) 7-7. 10-15 and 51 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) M The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)Q accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 
2.D Certified copies of the priority documents have been received in Application No 



3.D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachments) 

1) S Notice of References Cited (PTO-892) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) H<] Information Disclosure Statements) (PTO/SB/08) 

Paper No(s)/Mail Date 10/3/2003 . 



4) \3 Interview Summary (PTO-41 3) 
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CLAIMS 1-15 AND 51 ARE PRESENTED FOR EXAMINATION 

Applicants' reply filed May 10, 2007 and Information Disclosure Statement filed October 
3, 2003 have been received and entered into the application. As reflected by the attached, 
completed copy of form PTO-1449, (3 sheets), the cited references have been considered. 

Election of Species Requirement 

In response to the election of species requirement set forth in the previous Office action 
dated April 19, 2007, Applicants have elected, without traverse, conjugated estrogens as the 
estrogen species and megestrol acetate as the progestin species. An androgen species has not 
been elected. 

The claims which read on the elected subject matter, and which are herein acted on to the 
extent of such election, are 1-7, 10-15 and 51. 

Claims 8 and 9 are withdrawn from further consideration as being directed to non-elected 
subject matter. 

Insofar as Applicants have canceled claims 16-49, the requirement for restriction set forth 
in the Office action dated January 16, 2007 is moot and is therefor withdrawn . 

Specification 

The specification is objected to because of the informality at page 1 , line 2 of paragraph 
[0002], (as amended October 3, 2003), where the current status of the parent application S.N. 
10/147,366 is not set forth. Appropriate correction is required. 

This objection may be overcome by inserting now abandoned" after u May 16, 2002" at 
page 1, line 2 of paragraph [0002]. 
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Claim Rejection - 35 USC § 112, First Paragraph 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claim 5 1 is rejected under 35 U.S.C. 112, first paragraph, because the specification, 
while being enabling for a method directed to the treatment of one or more vasomotor symptoms 
in a patient suffering therefrom, does not reasonably provide enablement for the unqualified 
treatment of a patient suffering from vasomotor symptoms, where the objective of such treatment 
is not defined. The specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the invention commensurate 
in scope with these claims. 

This point of rejection may be overcome by amending the claims to include an indication 
that the treatment is for alleviating the vasomotor symptoms with which the patient is afflicted. 

Burden on the Examiner for Making a Rejection Under 35 U.S. C. § 112 First 

Paragraph 

As set forth in In re Marzocchi, 169 USPQ 367, 370 (CCPA 1971): 

"[A] [specification disclosure which contains teaching of manner and process of making 
and using the invention in terms corresponding to the scope to those used in describing and 
defining subject matter sought to be patented must be taken as in compliance with enabling 
requirement of first paragraph of 35 U.S.C. 112 unless there is reason to doubt the objective 
truth of statements contain therein which must be relied on for enabling support, assuming that 
sufficient reason for such doubt exists, a rejection for failure to teach how to make and/or use 
will be proper on that basis, such a rejection can be overcome by suitable proofs indicating that 
teaching contained in specification is truly enabling." (emphasis added). 



The claim as filed is not limited to a treatment for any particular disease/condition in a 
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patient afflicted with vasomotor symptoms. 1 Therefore, giving the claim terminology a broad and 
reasonable interpretation, (i.e., see MPEP § 21 1 1), the claims encompass the treatment of the 
claimed patient for any therapeutic purpose. As per the court's decision of Marzocchi, the 
Examiner doubts the objective truth thereof because the art is unaware of any agent, or 
combination of agents, which is effective for treating all disease conditions, i.e., a panacea. 
Lacking knowledge of such, practicing the claimed method in the manner disclosed by 
Applicants would not imbue the skilled artisan with a reasonable expectation that all disease 
conditions could be treated in a mammal taking the claimed composition. Given that the art fails 
to recognize, and Applicants have failed to demonstrate, that all disease conditions could be 
treated in a mammal being administered the claimed composition, the skilled artisan would be 
faced with the impermissible burden of undue experimentation in order to practice this 
embodiment of the claimed invention. 

The following references are relied upon in support of the Examiner's position that 
panaceas are not recognized in the art: Kumar (cited by the Examiner, abstract only) teaches 
'The role of melatonin in organisms physiology has now been widely recognized, and the wealth 
of information accumulated in the past two decades indicate it to be the best hormone candidate 
to be investigated for a universal panacea." (penultimate and last line of the abstract); Oka et al. 
(cited by the Examiner, abstract only) teaches "At the present time, however, there is no single 
panacea. To achieve the maximum preventive and therapeutic effects with the minimum 
toxicity, two or more immunosuppressive drugs are used appropriately in combination, taking 
the mechanisms of action of each into consideration (penultimate and last line of the abstract); 
Smith et al. (cited by the Examiner, abstract only) teaches "[hormone replacement therapy] is not 
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a panacea for an unhealthy lifestyle " (line 1 1 of the abstract); and Rickels et al. (cited by the 
Examiner, abstract only) teaches "Anxiolytics are not a panacea, but only tools to allow the 
patient to help himself or herself" (lines 1 1-12 of the abstract). 

Accordingly, for the above reasons, the claim is deemed properly rejected. 

Claim Rejection - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 1 02 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 1-7, 10-15 and 51 rejected under 35 U.S.C. 103(a) as being unpatentable over 
Casper, (U.S. Patent No. 5,108,995, cited by Applicants). 

Casper discloses a hormonal replacement therapy in which estrogen and progestin 
hormonal compounds are administered in multiple phases of continuous and uninterrupted 
administration of such compounds and also where in such phases there are alternating 
estrogenic/progestin compound dosages which provide differing estrogen-dominant and 
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progestin-dominant therapeutic activities, (see, e.g., claim 1 at col. 14). An example of an 
estrogen compound is conjugated estrogens, (col. 8, lines 44-45). The present claims also 
require that second and third progestin dosages which decrease in strength are administered. 
Thus, in Casper, it is further disclosed that alternating decreasing dosages of progestin 
compounds are administered, (see col. 14, claim 3, lines 3-9, . .the amount of said substance 
exhibiting progestin activity is alternatively... decreased in said estrogen dominant phases to 
provide daily unit doses exhibiting estrogen dominant activity". Casper further teaches that, in 
general, the progestin level is adjusted up or down to produce the required estrogen or progestin 
dominance, (col. 9, lines 18-20). Finally, regarding the present claim requirement that 
vasomotor symptoms are treated, it is noted that Casper teaches that estrogen administration was 
known to be effective to relieve hot flashes, (a.k.a., a vasomotor symptom), (see col. 1, lines 61- 
65). 

The differences between the above and the claimed subject matter lies in that Casper fails 
to disclose the presently claimed progestin dosage amounts and megestrol acetate as the 
progestin compound. 

However, the differences between the subject matter sought to be patented and the prior 
art are such that the subject matter as a whole would have been obvious at the time the invention 
was made to a person having ordinary skill in the art to which said subject matter pertains 
because Casper teaches a wide range of progestin dosages, e.g., up to about 1.00 mg equivalent 
to norethindrone in a synthetic or natural progestin compound, (col. 9, lines 51-54), and the 
selection of a specific, effective dosage would have been no more than a matter of routine 
experimentation where such selection would have been made in order to provide the most 
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effective therapy possible. Also, Casper teaches that, in general, "[t]he progestin component 
may be any progestational^ active compound, (col. 8, lines 49-50). The selection, then, of any 
particular progestin compound from those known would have been a matter well within the 
purview of the artisan. 

For the above reasons, the claims are deemed to be properly rejected. 

None of the claims are currently in condition for allowance. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Raymond J. Henley III whose telephone number is 571-272- 
0575. The examiner can normally be reached on M-F, 8:30 am to 4:00 pm Eastern Time. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin H. Marschel can be reached on 571-272-0718. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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